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PART 1-THE APPLICATION PROCESS

Emergency Pest Problemsand the Section 18 Process

What happens when a new pest attacks your crop and there are no effective pesticides registered to
control it? Or an unusua period of weather has promoted a pest problem that is out of the ordinary?
Maybe the manufacturer of the only effective pesticide left for your crop has decided to no longer
register the product? Or that devastating pest has finally developed resstance to the last effective
product registered to control it?

These and other emergency Situations occur every year in Washington State, and they do take their
economic toll. However, Section 18 of FIFRA, aprovison that dlows the EPA under emergency
circumstances to temporarily exempt a pesticide from the full requirements of regigration, is designed to
specificaly ded with these emergency Stuations. Because the state of Washington is one of the leading
minor crop statesin the nation and grows over 300 different commercid crops, it isnot surprisng that
we have our fair share of emergencies. The Washington State Department of Agriculture has awell
developed program for obtaining emergency uses under Section 18.

If you are deding with an urgent, non-routine pest problem and have no viable options for control, you
may have avdid reason for requesting emergency use under Section 18 of FIFRA. This guide has been
published to assst you in applying to WSDA for emergency exemption use. Applicants are dso
encouraged a any time to seek assstance from WSDA Pesticide Regidtration staff by caling (360)
902-2030 or email pestreg@agr.wa.gov.

When To Consider Requesting An Emer gency Exemption

An emergency exemption from regidiration may be consdered for Stuationsin which an “ emer gency
condition” exids. An emergency condition exists only when the Situation is ur gent and non-routine
AND 4l three of the following conditions are met: (1) No effective registered pedticides are available,
(2) no economicdly or environmentally feasible dternative practices are available, and (3) the Stuation
involves the introduction of anew pest or will present sgnificant risks to human hedlth or the
environment or will cause significant economic loss.

Requests for Section 18 emergency exemption use are normaly compiled and submitted to WSDA by
agricultura researchers, consultants, extenson staff, and/or commodity organizations. Registrants of
pesticide products often provide key information for the request, but the “emergency” must be the result
of and driven by actua field conditions.

The EPA has established a 50-day period to review Section 18 requests. With requirements set forth in
the FQPA, EPA’sreview process has been dowed dramaticaly. WSDA aso needs sometime to
review and compose a petition to EPA. Asarule of thumb, the following time lines should be observed
when submitting a Section 18 request:



Request for arepeat Section 18: submit to WSDA at least 80 days prior to the earliest use.
Request for anew Section 18: submit to WSDA at least 120 days prior to the earliest use.

These are minimum time lines; the more time for Agency review, the better chance of obtaining
emergency use by thetimeit is needed.

Regional Requestsvs. State Requests

Under certain circumatances it may be expedient for state lead agencies in the Pacific Northwest to
submit a Section 18 request to the EPA as aregiond request to include two or al three of the
Northwest states. There are anumber of factorsthat are taken into consideration when WSDA makes
adecison to join Oregon and/or Idaho in submitting a Section 18 request. It isimportant that
commodity groups seeking to submit aregiond request contact the WSDA before they begin working
with the other state lead agencies.

What Is A “Crisis’ Exemption And When IsIt Appropriate To Ask WSDA To Declare A
Crisis?

Theword “criss’ and the word “emergency” may mean about the same thing in layman’ sterms, but in
FIFRA language, a“crigs’ isonly one of severd types of emergencies regulated under Section 18. A
“Crids Exemption” is an exemption that is reserved for dire Stuations - those unanticipated emergency
Stuations that seemingly occur overnight; Situations where EPA does not have time to conduct a full
review of a Section 18 request. The very nature of a Criss Exemption excludes them from becoming
commonplace.

Some groups have become habitualy late in submitting Section 18 requeststo WSDA. It isonething to
go crigs after EPA has exceeded their alotted review time, it is quite another to seek acriss exemption
on arepesat Section 18 smply because the request was not submitted to EPA in atimely fashion.
Reguesting a Crigs Exemption for arepeat Section 18 because of atardiness in submitting the request is
an unacceptable use of the Criss provison.

PART 2 -JUSTIFYING THE EMERGENCY

Urgent and Non-Routine

In order to obtain Section 18 use, any emergency must be both urgent and non-routine. To be “urgent”
and “non-routing’ the Stuation must require immediate attention and be other than an ordinary one.
Chronic or continualy occurring pest problems are specificaly excluded from the definition of an
emergency condition.

The nature of the urgent, non-routine Situation determines, in part, how long it would be expected to
endure. Emergency Stuations brought about by unusud environmenta conditions would not ordinarily
be expected to occur in subsequent years (and therefore EPA would not normally expect repeat



requests). Other Situations, such asthose involving the loss of aregistered pesticide, would likely
continue until anew pegticide is registered.

It isimportant that a thorough explanation be given to explain dl of the factors (other than
mismanagement) that have caused the “urgent” and *non-routine” situation. Unusua weether patterns
may be enough aone to judtify an emergency; however, if there are other reasons for the emergency
those reasons must dso be included. For example, if pest resistance to available pesticides is building
up, and the Situation is exasperated by extreme wesather conditions, both factors should be explained. If
pest resstanceis not discussed on the origina request, the following year may experience normal
wesether patterns and there would be no justification for the emergency (even though pest resstanceis
occurring). Itisalittle suspicious and may be difficult to convince EPA that thereis an urgent and non
routine Situation when the reasons change each year (how did pest resistance come about overnight?).
However, if dl of the reasons are stated the first year, including any abnorma wegther, the emergency
may remain justified the second year or theregfter even if the weather has no bearing.

A recent trend has been to request multiple chemicals to address a pecific emergency pest problem.
Though pest res stance management is a concern, the EPA is not yet formaly dlowing thisas
judtification for requesting multiple chemicas. Therefore, when requesting multiple chemicasit is
necessary to thoroughly explain the judtification. Essentidly the judtification must be that one chemica
adoneisnot sufficient to control the pest problem, but the reasons for this must be thoroughly explained.

Availability of Effective Registered Pesticides

For each pedticide registered to control the pest problem, the applicant must demongtrate that it is either
not effective or not available in adequate supplies. In most Stuations, efficacy clams must be supported
by data; however, testimony of qudified experts may occasiordly be used as a sole support of efficacy
cdams. Clams of unavailability of registered pesticides must be accompanied by a discusson of the
attempts made to obtain adequate supplies.

Washington State University maintains a database of dl pesticide products currently registered in the
gate of Washington (and Oregon). The “Pesticide Information Center On-Ling” (PICOL) can provide
aligt of currently registered insecticides, herbicides, fungicides, rodenticides, etc., on dmost any pest for
any given crop in the Pacific Northwest. Applicants for Section 18's are strongly encouraged to utilize
PICOL to account for dl possible registered aternatives to the Section 18 use requested. Failureto
utilize PICOL information may cause unnecessary delays when WSDA reviews the Section 18 request.
For further information contact the Pesticide Information Center, WSU Tri-Cities at (509) 372-7492 or
on their web gte at http://picol.cahe.wsu.edu.



Alternate Practices

Alternate practices available to control the pest problem must be identified and an explanation of ther
inadequacies must be presented. Alternate practices may include such things as mechanicd, biologicd,
cultural and other means of control.

Significant Economic L oss

A dgnificant economic loss means a substantia reduction in normally expected profitability; or, for types
of activities where profits cannot be calculated, a subgtantia reduction in the vaue of public or private
fixed assets. In defining an emergency condition as one that is expected to result in a*“sgnificant
economic loss’, the consequences must be more serious than a failure to maximize profitsin a particular
growing season.

Only those losses caused by the emergency condition are relevant in determining the expected economic
loss. Losses due to obvious mismanagement are excluded from the loss estimate. Lossesdueto an
agent other than the target pest problem are dso excluded from the loss estimate.

The “normd range of profitability” refersto the range of profits for a productive activity over the past
severd years. Typicaly, the EPA requires 5 years of yidd, price, and cost of production datato
conduct an economic analysis on an emergency Stuation. The agency will compare expected profits
under the conditions of the emergency with the higtorica “normd” range. If etimated profits are
subgtantialy below the normd range, the expected loss is considered significant.

The higher the variahility in profits from year to year (the wider the higtorica profit range) the more
difficult it is to demondrate that there will be asgnificant economic loss caused by the emergency.

Occasiondly an exceedingly poor year or good year causes a much wider historica rangein

profitability. Thisin turn can makeit difficut to show that expected losses from the emergency Stuation
will cause expected profitability to fal below the five year higtorica range. It is possible for EPA to take
into account (throw out) such an anorma fluctuation and adjust their economic analyses accordingly.

In order for EPA to congder an abnormal year as being outside of the historical range of profitability, a
thorough explanation must be submitted as to why the net profits during that particular year should not
be considered part of the normd fluctuationsin net returns.

Another important consideration in presenting economic information is to present data on the specific
portion of acrop that is actudly affected with the pest problem (and will actually be trested with Section
18 materidsif gpproved). For example, if experts anticipate that a 20% reduction in yield will occur on
25% of the acreage, thisis a very sgnificant reduction in yield and more than likely will economicaly
judtify the emergency exemption for use on the 25% of the acreage with the problem. However, a20%
reduction on 25% of the acreage would only correspond to a 5% reduction in yield over the entire
state-wide acreage. A 5% reduction in yield may not be enough to show alossin expected profitability



that would fall below the higtorical range of profitability. Therefore, the economic data should be
representative of the problem acreage that needs treatment.

Also, if there are any intangible losses that will be incurred but cannot be quantified, it is helpful to
describe these in the narrative. These types of 1osses may not prove that use of a pesticide under
emergency exemption is economicaly judtified, but they can help to bolster the judtification.

In the past, the department has received emergency exemption requests in which the cost of production
per acre exceeded the gross revenue per acre. When this occurs, adetailed explanation is required.

Situationsthat are Not Justified as an Emergency

WSDA receives requests for emergency use each year that do not fulfill the requirements of a Section
18. Mogt often there is a clear need for a product to address a pest problem, but the pest problem
does not meet the “non-routine’ criteria established in federd regulation. Applicants often focus their
attention on convincing WSDA that the product/use is needed, when in redity the request cannot be
submitted to EPA because it does not meet the “non-routing’ nature of a Section 18.  Often these
requests are made for new products that are undergoing the registration process, but have not received
full regigtration by the EPA. Requesting Section 18 use for such products attempts to short-cut the
regidration process. WSDA sympathizes with the need, but must adhere to federd requirements. This
IS not to say that none of these request are legitimate. There are times when the non-routine nature of a
pest emergency can be documented and a new product that is undergoing registration may be agood
fit.

There are other Stuations when, clearly, a new product that is undergoing registration isamore
efficacious and/or a less expendve dternative than what is currently registered. WSDA recognizes the
vauein obtaining the lega use of these products, but EPA does not consder such Stuations as meeting
the “urgent” criteria of a Section 18 emergency.

PART 3—-SPECIFIC INFORMATION TO SUBMIT TO WSDA

The following sections coincide with the requirements of federa regulation. Each section contansa
detailed description of the information that must be provided. Please submit the information in the
following format (also see example request attached):

A. GENERAL INFORMATION

1. TYPE OF EXEMPTION: Whether a Specific, Quarantine, Public Hedlth or Criss Exemption.

2. CONTACT PERSONS: Identify knowledgeable experts who can be contacted for comment on
(8) technical aspects and (b) economic aspects of the request. Include name, affiliation, address,
telephone number, fax number, and e-mail address (if available).



3. DESCRIPTION OF PESTICIDE: Identify the active ingredient usng the accepted American
Nationd Standards Ingtitute (ANSI) name or the most accurate common chemica name.

For federdly registered pesticides, specify the EPA Registration Number, registrant, and the
name of the product.

If agpecific product is not requested, specify the formulation(s) requested and the percent
activeingredient. Provide acopy of the federdly registered label and any additiond labeling
proposed for the emergency exemption use. In an effort to minimize processing time, products
bearing labdls previoudy approved by the EPA should be used whenever possible,

For dl other pedticide products, the gpplication should include a confidentia statement of
formula or reference to one aready submitted to the EPA as part of aprevious or pending
action for the active ingredient (give EPA File Symbol, EUP number, or SLN number), and
complete labeling which will be used in connection with the proposed exemption use.

Include a description of how unused materid will be disposed of upon expiration of the
emergency exemption.

4. DESCRIPTION OF THE PROPOSED USE: Specify dl of the following:

a The gite(s) to be treated: Describe the specific location within the state and provide as much
detall as possble (e.g. proximity to water bodies, resdences, etc.). Specify the geographical
area (e.g. counties) where the emergency exists and names of counties (if not statewide) where
goplications will occur. When submitting an application to the EPA, the department must include
alig of endangered or threatened species present in the areas to be treated. It is therefore
important to provide detailed information regarding the location of the gpplication Sites.

b. Method of application: Be as specific as possible, particularly if aninnovative method which
may reduce exposure will be used.

c. Rate of application: Describein terms of both active ingredient and formulated product.
d. Maximum number of applications to be made under Section 18 use.

e. Tota acreage (or other appropriate units) expected to be treated under the exemption.
Note: This should be the maximum acreage anticipated snce EPA will limit the exemption

accordingly.

f. Totd amount of pesticide to be used in terms of both active ingredient and formulated
product.



0. Use period (or season): State the time for which use of the pesticide is requested. Be sureto
explain if there are anticipated product production or distribution concerns that may delay
getting product to the end user. The request cannot be for atime period greater than one year.
Include the earliest anticipated harvest date.

h. All gpplicable restrictions, user precautions, quaifications of gpplicators and other
requirements concerning the proposed use.

5. ALTERNATIVE METHODS OF CONTROL: Lig all peticidesthat are registered for the
proposed use, along with a detailed explanation of why each of these pesticides are not sufficient
to control the emergency. If lack of efficacy isthe reason given, field data demondtrating the
ineffectiveness of the registered dternatives must be included. Under extenuating circumstances
or in the absence of such field data, written statements from extension or university personnd, or
other smilarly qudified experts verifying the lack of efficacy may be acceptable. If an effective
pesticide is available but not recommended by researchers, extenson staff or other experts, an
explanation of why it is not recommended must be provided. If a pesticide is recommended in
the State or PNW pest control handbooks, but determined to be ineffective for this particular
emergency Stuation, this discrepancy must aso be explained.

If necessary application equipment is not available, an explanation of the attempt to obtain the
equipment and the results of the attempt must be provided.

When aregigered dternative is not available in sufficient quantity, provide an explanation of the
attempts to obtain sufficient quantities.

Therequest must also contain a detailed explanation, supported by field data, of why it
is not economically and/or environmentally feasble to employ alter native practicesto
resolvethe emergency. For repeat uses, the use of an alternative practice (if
available) is expected to be used in subsequent yearsto address an anticipated

emer gency instead of use of a pesticide under section 18 (e.g., rotating crops, using
tolerant/resistant crop strains, preplant treatment, etc.). A request for arepeat use
should indicate why such practice was not employed.

6. EFFICACY DATA: The request must contain data, a discussion of field trids, or other evidence
(e.g. experimentd testing, smdll plot trids, laboratory trids, or corroborating evidence from
smilar uses) which provided the bass for the conclusion that the proposed use will be effective.

7. RESIDUE DATA: If the requested useisfor afood or feed crop or potable water, resdue
levels must be estimated. Residue levels must be estimated for dl the food commodities even if
residues in a processed food are expected to be lower than those in the treated commaodity. The
request shal address whether resdues are expected in or on food, alist of the food item(s) likely
to contain residues, and an estimate of the maximum amount of residues likely to result from the



proposed use. If resdue levels are expected to be nondetectable, the request should so state
and specify the limit of detection.

The residue data from which the above residue estimate is derived must be provided if not
dready on file with the EPA. If dataare on file with the EPA, please provide the appropriate
reference number (tolerance petition or MRID number).

If certain potentia food/feed items will not be adlowed into the marketplace, cite the method(s)
for controlling distribution in the marketplace.

8. RISK INFORMATION: Include adetailed discusson of the potentid risks from the
proposed use. The discussion must address the potentia risk to human hedlth, endangered or
threatened species, beneficid organisms, and the environment. A description of the gpplication
gtesincluding proximity to aquatic systems, endangered species habitats, residences, €tc., as
well as soil type should be provided, aong with references to data or other supporting
information. Proposalsto mitigate risk (protective clothing, setback redtrictions, soil type
restrictions, etc.) should be listed.

a Human hedth:

(1) FQPA reqguires the EPA to consider aggregate exposure from multiple routes (food,
water and the environment) when reviewing section 18 applications. The following
information (most of which can be obtained from registrants) must be submitted with al
food/feed use Section 18 requests:

Groundwater: The request should include information and available modding data
on the perastence, mohility and chemigtry for the product when there is a potentid
for transfer of resdues to drinking water. It should aso provide information on any
drinking water monitoring program (monitoring, detections and limits of detection)
in the sate.

Residential Use: Information on residentiad uses of the chemicdl.

M ode of Action: Dataon other pesticides with the same mode of action asthe
active ingredient being requested in the section 18.

Timing of Crop Harvest: A time-limited tolerance must be established for dl
Section 18 food/feed uses. EPA needsto know the earliest anticipated harvest
date to ascertain that they will be able to establish the time limited tolerance prior
to harvest.

(ii) Any applicable Worker Protection Standard (WPS) requirements need to be
addressed in the request and on proposed labdling.



b. Environmentd |ssues

(i) Generd requirements. Environmental hazards will be identified in part 8 of the Section 18 request,
and will be mitigated by statements as outlined in part 4 of the request. Environmenta hazard mitigation
statements will be required for pesticides that are toxic to fish or wildlife, or have the potentia for
contaminating ground water or surface water. These statements should be consistent with standard
EPA language, unless WSDA determines that more specific redtrictions are necessary.  Environmenta
hazards that are adequately mitigated by the Section 3 label do not need to be mitigated on the Section
18 request.

(i) Chemigation: A chemigation statement will be required for pesticides that will be applied through
irrigation water. This statement should be consstent with standard EPA language, and should aso refer
to WSDA chemigation rules. If the Section 3 label dready has a chemigation statement, then the
Section 18 request does not require a chemigation statement (except a reference to the Section 3 label
and WSDA chemigation rules).

(i) Ecologica Risk & Endangered species. In an effort to expedite use approval by EPA and US Fish
& Wildlife Service, gpplicants must provide documentation that endangered species will not be
adversdly affected from the emergency use of apesticide. WSDA's initid evaluation of a Section 18
request is based on the toxicity (LCso) of the pesticide. Therefore, the LCs, data for freshwater fish and
aquatic invertebrates must be submitted with every request (except for indoor use or seed treatment)
on the WSDA Agquatic Risk Assessment form

(http://agr.wa.gov/PestFert/Pesti ci des/docs/ A quatRi SkA ssess4129. pdf).

Using the LCs, and the table below, WSDA evduates the toxicity of the chemica. An ecologica risk
may exig if the LCs, indicates that the chemica is moderately to very highly toxic or phytotoxic and
endangered species are present in the areato be treated. WSDA can then either impose default
restrictions or the product can be evauated using an dternative risk assessment approach, such as
GENEEC (GENeric Estimated Environmental Concentration). When the GENEEC computer model
(discussed in depth below) indicates that no adverse effects are predicted, then WSDA will not required
default restrictions.

USEPA (FIFRA) hazard classfications

L Cso (ppm)* Category
Description
<01 very highly toxic
01-1.0 highly toxic
>1-10 moderately toxic
>10- 100 dightly toxic
> 100 practicaly nontoxic

* toxicity of compounds to aguatic organisms

10



Default restriction statements for emergency exemptions

Toxicity Ground* Airblast Chemigation Aerial
rating/
species
M oderately To protect endangered aquatic | To protect endangered | To protect endangered | To protect
toxictofish or | species, use one of the aguatic species, use one | aquatic species, use endangered aquatic
aguatic following options: of the following one of the following species, use one of
invertebrates | 1. Apply only when thereis | options: options: the following
sustained wind away from | 1. Apply only when 1. Apply only when | options:
fish-bearing waters, there is sustained thereissustained | 1. Apply only
2. LeavealOfoot untreated wind away from wind away from when thereis
buffer between treatment fish-bearing waters, fish-bearing sustained wind
area and fish-bearing or waters, or away from fish-
waters, or 2. Leavea?25foot 2. Leavea?25foot bearing waters,
3. Uselow pressure nozzles untreated buffer untreated buffer or
according to between treatment between treatment | 2. Leave a 75 foot
manufacturer’s area and fish- areaand fish- untreated buffer
specifications that bearing waters. bearing waters. between
produce only coarse or treatment area
very coarse droplets. and fish-
bearing waters.
Highly to To protect endangered aquatic | To protect endangered | To protect endangered | To protect
very highly species, use one of the aguatic species, use one | aquatic species, use endangered aquatic
toxictofish following options: of the following one of the following species, use one of
or aquatic 1. Apply only when thereis | options: options: the following
invertebrates sustained wind away from | 1. Apply only when 1. Apply only when | options:
fish-bearing waters, there is sustained thereissustained | 1. Apply only
2. Leavea?25foot untreated wind away from wind away from when thereis
buffer between treatment fish-bearing waters, fish-bearing sustained wind
area and fish-bearing or waters, or away from fish-
waters, or 2. Leavea50 foot 2. Leavea50 foot bearing waters,
3. Uselow pressure nozzles (dormant) / 25 foot untreated buffer or
according to (foliated) untreated between treatment | 2. Leaveal50
manufacturer’s buffer between areaand fish- foot untreated
specifications that treatment area and bearing waters. buffer between
produce only coarse or fish-bearing waters. treatment area
very coarse droplets. and fish-
bearing waters.
Phytotoxicto | To protect endangered plant Not applicable. To protect endangered | To protect
aguatic or species, use one of the plant species, useone | endangered plant
terrestrial following options: of the following species, use one of
plants* * 1. Apply only when thereis options: the following
sustained wind away from 1. Apply only when | options:
native plant communities, thereissustained | 1. Apply only
2. Leavea?25foot untreated wind away from when thereis
buffer between treatment native plant sustained wind
area and native plant communities, or away from
communities, or 2. Leaveab50 foot native plant
3. Uselow pressure nozzles untreated buffer communities, or
according to between treatment | 2. Leaveal50
manufacturer’s areaand native foot untreated
specifications that plant communities. buffer between
produce only coarse or treatment area
very coarse droplets. and native plant
communities.

* Applications with backpack sprayers or other similar equipment are exempt from this requirement.
** An endangered species statement is not required if the plant is not susceptible to the herbicide (e.g. endangered plant speciesis a dicot

and the herbicide is only active against monocot species).

11




Default restrictions are mitigation measures, which may include modifying product use rates, spdid
regrictions (e. g. buffer zones to avoid endangered species habitats), or other measures that WSDA,
EPA, and/or US Fish & Wildlife Service may impaose. The table on the previous page liss WSDA's
current default restrictions. No specid restrictions will be required for products which are non-toxic or
dightly toxic to threatened or endangered freshwater fish and aquatic invertebrates, nor for products
which are non-phytotoxic to threatened or endangered plant species. For threatened or endangered
gpecies not listed on the previous page (e.g. mammals, reptiles, amphibians, birds or insects), WSDA
will develop risk mitigation statements in cooperation with the gppropriate agency.

Alternative Aquatic Risk Assessment Method

The GENEEC (GENeric Estimated Environmental Concentration) computer model may be used to
predict the likelihood of no adverse effects on aguatic organisms from a particular pesticide under
normal conditionsof use. EPA uses the GENEEC modé to ca culate the estimated environmental
concentrations for pesticides as afirst level assessment that is designed to be protective (ECOFRAM,
1999 and Parker et. a, 1995).

GENEEC can be used to predict the estimated environmental concentration (EEC) of the chemicdl if
the gpplicant submits the information cited on the Aquatic Risk Assessment Form (i.e. chemicd and
environmenta fate properties of the compound, and aguatic organism toxicity data). The EEC isthen
used to caculate a Risk Quotient, as defined below, which indicates whether adverse effects on non-
target organisms are expected.

The potential for acute or chronic adverse effects should be measured using the following caculation':
Risk Quotients (RQ) = EEC /toxicity endpoint

The toxicity endpoint isthe LCsy. RQs should be calculated to define whether the proposed exposure
exceeds acceptable levels of risk. When RQ values (both acute and chronic) are below the trigger
vaue for endangered and non-endangered species, then no adverse effects on nontarget organisms are
predicted under norma conditions of use of the labeled product. For evauation of acute risk to each
group of aguatic organisms being assessed (i.e. freshwater fish and aguatic invertebrates), the following
chart will be used to determine whether thereis aneed to impose specid requirements (mitigation
measures):

Exposure Species RQ Risk Results
type Criteria Value:
Acute non-endangered <01 No Specia Requirement -
exposure endangered <0.05 Leve of Concern (LOC) is
Chronic non-endangered & <10 not exceeded when the RQ is
exposure endangered less than the risk value
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If the risk assessment predicts possible adverse effects or the gpplicant/registrant does not provide
information or data to demonstrate that endangered species will be adequately protected, then WSDA
will impose the default restrictions based on the toxicity of the pesticide to mitigate possible adverse
effects.

A copy of the GENEEC modd for use on PC's may be requested from WSDA by sending an emall
request to pestreg@agr.wa.gov. The Aquatic Risk Assessment Form will be available on the internet at
http:/Mmww.wa.gov/agr/pmd/pesti cides/forms. htrmi#regb.

This assessment methodology is based upon USEPA guidance in the USEPA Standard Evaluation
Procedure, Ecological Risk Assessment [Urban, D. and N. Cook (1986) EPA540/9-85-001].

(iv) Herbicides: Section 18 requests for herbicides should refer to WSDA herbicide rules, when
appropriate. Requests for aquatic herbicides must include a tatement on minimizing the potentia for
fish kills due to oxygen depletion from decaying vegetation.

(v) Insecticides: Section 18 requests for insecticides will require a pollinator protection statement if the
insecticide is moderately or highly toxic to bees and the crop or siteis atractive to bees. Refer to
POLLINATOR PROTECTION REQUIREMENTSFOR SECTION 18 EMERGENCY
EXEMPTIONS AND SECTION 24(c) SPECIAL LOCAL NEED REGISTRATIONSIN
WASHINGTON STATE.

9.NOTIFHCATION OF REGISTRANT: The request should include a letter from the registrant or
manufacturer of the pesticide indicating that they support (or & least are aware of) the request.
This letter might aso include information on the progress towards registration of the proposed
use (see number 13).

10.NOTIFICATION OF OTHER AGENCIES (standard language): The US Fish & Wildlife
Service and the Washington State Departments of Ecology, Hedlth and Fish & Wildlife have
received copies of thisrequest. Any comments received will be forwarded to the US EPA.

11.ENFORCEMENT PROGRAM (standard language): WSDA has adequate authority for
enforcing provisons of Section 18 Emergency Exemptions and has been doing so for many
years. We would be glad to answer any specific questions regarding our enforcement program.

12. PREVIOUS USE UNDER SECTION 18: If an emergency exemption has previoudy been
granted an interim report summarizing the results of previoudy issued exemption(s) shdl be
included. Ligt the year(s) in which previous exemption(s) were granted. Also list the requests
that have been submitted to the department where the exemption was never granted.
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Use Reporting Requirement: EPA regulations (40 CFR, Part 166) require that afinal report be
submitted that summarizes the results of the pesticide use under an emergency exemption.
Generdly, WSDA requests submission of a use report by the applicant within 30 days of the
report due date in the EPA granting document and/or at least 80 days before the first use date
of the next request. Thetimely ddlivery of thisreport to WSDA is the responsihbility of the
person, organization, or commodity group that submitted the Section 18 gpplication. Future
requests will not be submitted to the EPA until a use report from Washington isreceived. The
report must include (1) total quantity of pesticide used (2) the rate per acre or other measure,
and (3) Total number of acrestreated. Thefind report should discuss the effectiveness of the
pesticide in dedling with the emergency condition, any adverse effects resulting from the section
18 use, and any other information requested by EPA.

13. PROGRESS TOWARD REGISTRATION: Include adiscussion of the progress being made
toward regigtration of the proposed use. A summary of deficiencies and data gaps and the
registrant’ s timetable for rectifying the deficiencies must dso be included in the discussion.

If acomplete application for federa regidration of the proposed use, which has been under an
emergency exemption for any three previous years, has not been submitted, the EPA will assume
reasonable progress toward registration has not been made. This standard gppliesto useswhich
have been requested for any three previous years, regardless of whether the requests were
granted or denied.

EPA may exerciseits discretion whether or not reasonable progress toward registration has been
made on IR-4 minor food uses. Generdly, IR-4 minor food uses will be judged againgt a 5-year
standard.

B. REQUIREMENTS FOR SPECIFIC EXEMPTIONS BASED ON SIGNIFICANT
ECONOMIC LOSS

1. PEST(S) TO BE CONTROLLED: Include the scientific and common name of the pest
or pest complex for which use of the pesticide is sought.

2. EVENTS WHICH BROUGHT ABOUT THE EMERGENCY CONDITIONS: Include
aDETAILED discussion of dl the events which brought about the emergency (weather
conditions, severe pest pressure, resistance development, pesticide cancellations, etc.).
Clams of severe pest or disease pressure must be documented with data or written
testimony of quaified experts. If the request isbeing made prior to the existence of an
emergency condition, a detailed explanation of why such emergency condition is expected
must be submitted. 1n addition a“threshold level” should be specified, above whichan
emergency condition would be deemed to exist. Examples of threshold levelsinclude a
specified number of plant pests per plant, some leve of rainfdl occurring within a specific
timeframe, the presence of weeds a a given crop stage, or some percentage of crop
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defoliation dueto apest. Once apest population or a Situation progressed to this
threshold level, use under the exemption would be alowed.

If resistance development, phytotoxicity, or smilar clams are the basis for the emergency
exemption, the gpplicant must include evidence (in the form of field or |aboratory deta) to
support the claim. Written testimony from qualified experts may be considered when data
arenot available.

If yidd lossis being clamed, studies comparing the proposed pesticide with existing
registered dternatives should be provided.

3. ADDITIONAL BENEFITSINFORMATION: In those instances where the EPA
determinesthat asignificant risk exists from a proposed use, an in-depth benefit andyss
will be conducted. Economic impeacts of the following types will be consdered whenever
they are fully addressed in the application:

a Impacts a the pesticide user level.

b. Measurable change in price and availability of the commodity to consumers.

c. Measurable reduction in sdes and/or employment of organizations supplying the
affected producers.

d. Measurable reduction in business volume and/or employment of organization
marketing the output of the affected producers.

e. Measurable reduction in the economic base, including employment of communities
affected by the supplier and marketing organization.

Any of the above information or any non-economic or qualitative information which describes
the benefits from using the pesticide will dso be taken into consideration by EPA.

4. DISCUSSION OF ECONOMIC LOSS: Include a discussion of anticipated economic
loss associated with the emergency condition.

The EPA requiresfive (5) years of yield and price data along with cost of production data
(aether five years of production cost data or a crop budget) to complete an economic
andyds. Thisinformation should include the cost of pesticides or other pest control
practices used over the last five years and the cost of the pesticide requested under the
exemption. Whenever possible these costs should include both materias and application.
The sample table atached at the end of thisingtruction packet should be used as aguide
for providing suitable data for EPA’s andysis.

If the five years of requested dataincludes data from abnorma years, either favorable

(idedl growing conditions) or unfavorable (drought), this should be explained in the
discusson and an dternative estimate of the norma range in profitability provided. The
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request should fully explain how the dterndtive estimate of the normd range in profitability
was derived.

If production cost data are not available, a best estimate of the cost of production should
be provided. The data submitted should pertain to the area within the state impacted by
the emergency. Be cautious about submitting statewide data. Statewide data are
generdly inadequate for demondtrating the nature and extent of a problem, unlessthe
problem exists on the vast mgjority of the crop acreage within the State.

In addition to the above data, an estimate of the net and gross revenues with and without
the proposed use must be submitted. The estimated revenues without the proposed use
must be calculated based on the next best registered dternative pesticide or cultura
practice being utilized. The revenue estimates should also be based on average expected
yield reductions, not the maximum potentid yield loss. If areduction in qudity isthe
nature of the emergency, provide information on the proportion of yield faling into each
grade over the past five years and the effect of the emergency on quality of production
(provide prices for each grade over the last five years).

In evauating the sgnificance of an economic loss for productive activities, EPA will dso
condder whether the loss would affect the long-term financid viability expected for the
activity. For example, an enterprise may face a Stuation where, due to circumstances
beyond its control (e.g., bad weather), it must have a remarkably good upcoming crop
year to remain financidly viable. Even though profits, without an exemption, are expected
to be within the historica range, thiswill not be sufficient to make up for the previous crop
falures. The enterprise will only redlize the above-average profits needed to assure its
long-term financid viahility if an emergency exemption is granted to control an emergency
pest problem. In such aStuation, an emergency exemption could be granted even though
profits without the exemption are expected to be within the historica range.

When the above information is not gpplicable because the exemption is requested for
purposes unrelated to agricultural production, such as for protection of structures,
museum pieces, or park land, an applicant should explain the ingpplicability, discussthe
expected economic losses in other reasonable terms, and provide the best available
supporting data.

Five Year History

Year

Yield/Acre Price Per Gross Cost/Acre Net
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(Previous5 | (tons, Ibs., Unit Revenue/Acre (%) Revenue/Acre
Years) Etc) (%) €)) (9

1995

1996

1997

1998

1999

Average

Current Year
2000 Estimates

With
Product X

Without
Product X

C. SECTION 18LABELS

In December 2000 the following State rules (WAC 16-228-1400[2]) were adopted which require
Section 18 labels for pesticides distributed under an emergency exemption:

Any pesticide exempted from registration under the provisions of section 18 of FIFRA
must be labeled as follows:

(a) Pesticides distributed under section 18 of FIFRA must be accompanied by a
label approved by the department prior to distribution. All conditions set forth in the
document granting the emergency exemption and all other requirements determined to
be necessary by the department must be included on the label.

(b) In situations where a label cannot be developed and approved prior to the
intended use period, the department may allow the use of the document granting the
emergency exemption in lieu of labeling. Conditions set forth as part of the granting
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document, and any attached or associated documentation from the department shall be
considered labeling for purposes of enforcement.

The Regidtration Specidist assgned to your request can give you specific guidance on what WSDA will
require on the Section 18 label. In generd, you will need to include the directions for use and al other
restrictions and conditions specified under Section 4 of the request that WSDA submitsto EPA. In
addition, other conditions and restrictions may be required by either WSDA or EPA. Please be aware
that the granting document issued by the EPA may not include al necessary label requirements.

WAIVER OF LIABILITY STATEMENTS

Waiver of liability satements are used to limit product liability and are only applicable for crops grown
on very limited acreage (e.g. some seed crops). EPA is opposed to enforcing limitations of user’s
rights, and will only dlow certain waiver language. The following language is currently acceptable to
EPA:

“(Registrant’s) Special Conditions and Disclaimer for use of (Product) on (Crop)”

“ (Registrant) intends that this Section 18 label be distributed only by the (Grower
Association) only to end users and/or growers who agreein writing to the terms and
conditions required by the (Grower Association) including a waiver and release from all
liability and indemnification by the user and/or grower of (Registrant), (Grower Association),
and othersfor failureto perform and crop damage from the use of (Product) on (Crop). If
such terms and conditions are unacceptable, return (Product) at once unopened.”

“This product when used on (Crop) may lead to crop injury, loss, or damage. (Registrant)
recommends that the user and/or grower test this product in order to determine its suitability
for such intended use. The (Grower Association) and (Registrant) make this product
available to the user and/or grower solely to the extent the benefit and utility, in the sole
opinion of the user and/or grower, outweigh the extent of potential injury associated with the
use of thisproduct. The decision to use or not to use this (Pesticide) must be made by each
individual (Product) user and/or grower on the basis of possible crop injury from (Product),
the severity of (Pest) infestation, the cost of alternative (Pest) controls, and other factors.
(Registrant) intends that because of the risk of failure to perform or crop damage that all such
useisat the user’sand/or grower’srisk.”
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